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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 04 August 2004 . 
2a)KI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) EI Claim(s) 1-4.10. 11. 13-31.33 and 34 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 1-4. 10. 11. 13-31, and 33-34 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) □ Notice of References Cited (PTO-892) 

2) Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
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DETAILED ACTION 
Amendment Entry 

1 . Applicant's amendment and response filed 8/4/04 is acknowledged and has been 
entered. Claims 1 and 10-13 have been amended. Currently, claims 1-4, 10, 11, 13- 
31 , and 33-34 are pending and are under examination. 

Rejections Maintained 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 2, line 3 is vague and indefinite in reciting, "a bar code label adapted to be 
interrogated" because it is unclear how the barcode has been modified, i.e. adapted, so 
as to be able to be interrogated. If Applicant intends that there is no adaptation or 
modification made to the barcode label so as to be differentially interrogated in 
comparison to other barcode labels, then Applicant should recite, "a barcode label that 
is interrogated". 



Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or oh sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The claims are drawn to a cytometer having a rotating means that rotates a 
transparent cylinder, a light source that illuminates the transparent cylinder while it 
rotates, a detector that detects light signal from the transparent cylinder while it rotates, 
a determining means that determines at least one cytometric characteristic of the 
sample disposed in the sample, and a movement means for moving the transparent 
cylinder, the light source, and the detector in a longitudinal axis relative to one another. 
"Cytometric characteristics" as recited in the claims encompasses a broad scope which 
includes information that is incorporated into a barcode label. In the hospital setting, 
barcode labels are used in identifying blood collected from patients and include 
information such as patient's name, social security number, age, blood type, i.e. B 
positive which describes a presence of B and Rh antigens in the blood cells of the 
patient, and diagnosis, i.e. acute myelocytic leukemia, which provides information that a 
patient's white blood cell count is high and have cytometric characteristics that includes 
large granular young myelocytic and blast cells, or sickle cell anemia which provides 
information that some of patient's red blood cells are characteristically sickled or S- 
shaped. Accordingly, 

3. Claims 1,2, 10, 11, 21, 22, 33, and 34 stand rejected under 35 U.S.C. 102(b)as 
being anticipated by Nishina et al. (US Patent 5,582,795) for reasons of record. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 24, 25, and 30 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nishina et al. (US Patent 5,582,795) in view of Milch (US Patent 
5,352,879) for reasons of record. 

5. Claim 29 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nishina et al. (US Patent 5,582,795) in view of Izumi (US Patent 5,126,554) for reasons 
of record. 

6. Claims 3, 13-18, 26-28, and 31 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nishina et al. (US Patent 5,582,795) in view of Anderson et al. (US 
6,254,834) for reasons of record. 

7. Claims 4, 19, 20, and 23 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nishina et al. (US Patent 5,582,795) in view of Anderson et al. (US 
6,254,834) as applied to claims 13-18, 26-28, and 31 above, and further in view of 
Surmodics, Inc. for reasons of record. 



Response to Arguments 
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8. Applicant's arguments filed 8/4/04 have been fully considered but they are not 
persuasive. 

A) Applicant argues that Nishina does not anticipate claims 1 and 10 because it 
does not teach "determining at least one cytometric characteristic of a sample disposed 
in said transparent cylinder". Applicant specifically submits that determining a 
cytometric characteristic from the sample inside the container is so different an 
operation from reading a bar code affixed to the container, that Nishina cannot be said 
to even suggest the claimed action. 

In response, it is noted that "from a sample inside a rotating container" is not 
recited in the rejected claims. Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). Additionally, Nishina 
reads on the claimed invention because claims 1 and 10 do not appear to delimit the 
recited cytometric characteristics determined, to those that are obtained directly from 
the sample at the time of the detection process. As recited, the claims still read on 
determining cytometric characteristics encompassing information incorporated into a 
barcode label, of the sample disposed inside the rotating cylinder such as for example 
patient's name, blood type, diagnosis, i.e. acute myelocytic leukemia, which provides 
information that white blood cells are large, granular, and have enlarged nucleus, or 
sickle cell anemia which provides information that some of patient's red blood cells are 
characteristically sickled or S-shaped. Moreover, Applicant's argument that Nishina 
cannot be said to even suggest the claimed action is not persuasive because the claims 
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are drawn to an apparatus, not a process, and Applicant does not recite a determining 
means that is structurally distinct from that taught by Nishina so as to be able to 
manipulatively perform a distinct determining process. Accordingly, the rejection of 
claims 1, 2, 10, 11, 21, 22, 33, and 34 under 35 U.S.C. 102(b) as being anticipated by 
Nishina et al. (US Patent 5,582,795) is being maintained. 

B) Applicant argues that the combination of Nishina with Milch does not render 
claims 24, 25, and 30 obvious, the combination of Nishina with Izumi does not render 
claim 29 obvious, the combination of Nishina and Anderson does not render claims 3, 
1 3-1 8, 26-28, and 31 obvious, and the combination of Nishina, Anderson, and 
Surmodics, Inc. does not render claims 4, 19, 20, and 23 obvious. Applicant specifically 
contends that the 103 rejections aforementioned fall since the Nishina reference used in 
the 102 rejection does not anticipate the claimed invention because it does not teach 
"determining at least one cytometric characteristic of a sample disposed in said 
transparent cylinder" which is so different an operation from reading a bar code affixed 
to the container, that Nishina cannot be said to even suggest the claimed action. 

In response, Nishina reads on the claimed invention because claims 1 and 10 do 
not appear to delimit the recited cytometric characteristics determined, to those that are 
obtained directly from the sample at the time of the detection process. As recited, the 
claims still read on determining cytometric characteristics encompassing information 
incorporated into a barcode label, of the sample disposed inside the rotating cylinder 
such as for example patient's name, blood type, diagnosis, i.e. acute myelocytic 
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leukemia, which provides information that white blood cells are large, granular, and 
have enlarged nucleus, or sickle cell anemia which provides information that some of 
patient's red blood cells are characteristically sickled or S-shaped. Further, the rejected 
claims are drawn to an apparatus, not a process, which does not recite a determining 
means that is structurally distinct from that taught by Nishina so as to be able to 
manipulatively perform a distinct determining process. Accordingly, all the obviousness 
rejections in this Office Action and the Office Action filed 5/6/2004 based on Nishina et 
al. as primary reference are being maintained. 

9. No claims are allowed. 

1 0. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gailene R. Gabel whose telephone number is (571) 
272-0820. The examiner can normally be reached on Monday, Tuesday, and Thursday, 
7:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long V. Le can be reached on (571 ) 272-0823. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



Gailene R. Gabel 
Patent Examiner 
Art Unit 1641 
October 14, 2004 
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